Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Haiz® Axtusrens (HUMecyauj) resb Ajls HApYxHOro npumerenus, 1 %, 50 r

JMUeH3ns Ne

Market / PoiHOK : Russia / Poccus

Batch No. / . V260450 Batch Quantity / . 23424.000 units /

Cepus No ' Paszmep cepun " 23424.000 eauHuL
Analytical Repo:‘t No. / . 040003471167 Date of Analysis / . 28.06.2026
AHasMTHYeCKHH oTueT Ne JlaTa ananusa

Date of Manufacture / . 06/2026 Date of Expiry/ . 05/2028

JlaTta npousBoacTBA T'ogen go

|Mfg. License No. /

‘Hpon:;BoACTBeHHaﬂ : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)

Analysis performed according ND / Ananus nposeaen nmo H/I: JITI-Ne(001336)-(PI"™-RU)-090625
Artworks of primary package approved: / MakeTbl nepBUYHOil YIaKOBKH YTBepxaeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpUYHOIi YITAaKOBKH yTBep:AeHbl: 25.10.2022
PIL approved: / UMII yreepxaen: 25.10.2022

Pagelof 7/Crp.1m3 7

yellow gel with characteristic odor
/ OnHOPOOHBIA NPO3padHbIi rens
6J1eIHO-XKENTOrO LBETA C
XapaKTepHbIM 3aTIaXOM

2.:) / Test / Ilokazarens Result / PesyabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

OnHoponHblli  MpO3pauHbIi  reb

C XapaKTEpPHBbIM 3ariaxom

2. Identification / UpenTuduxanns

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT cooTBeTCTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
3akniouenne: OOBPEHO

Prepared by /
IloaroToBlieHO:

Shagun
rod

Checked by /
ITposepeHo: Pravesh

Checked by (AQA) /
[Tposepeno (AOK): Amit
Kumar

Approved by: Quality Assurance/Authorized
person / OnoGpeno: Obecrieuenne
kayecTsa/OTBETCTBEHHOE TULO:

M Do)

Date / -
Jata: 28.06.2026

Rana {
Date /

Jara: 28.06.2026

/\ p—ay
Date /

Hata: 28.06.2026

Date / K \ 2’/%":; 3(9

Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com

pale-yellow gel with characteristic odor /
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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® AkTHBrens (HUMeCYJHA) redb Ajs HapyKHOro npumexenus, 1 %, 50 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V260450 Batch Quantity / . 23424.000 units /

Cepus Ne : Pasmep cepun " 23424.000 enuHnn
Analytical Repoz‘t No./ . 040003471167 Date of Analysis / . 28.06.2026
AHasiuTHYeCKHIi oTyeT No Jara ananusa

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

JlaTa npon3BoacTBA TI'open no

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JnneH3us Ne

Analysis performed according ND / Ananus nposeaen no HJL: JIIT-Ne(001336)-(PT-RU)-090625
Artworks of primary package approved: / MakeTsl nepBu4HO# YNaKOBKH yTBepxAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi YTAKOBKH yTBepxkaeHbl: 25.10.2022
PIL approved: / UMII yrBepxkaen: 25.10.2022

Page2 of 7/ Ctp. 2 u3 7

HPLC / BOXXX

The retention time of the main peak
in the chromatogram of test solution
corresponds to the retention time of
the main peak in the chromatogram
of nimesulide reference standard
solution. / Bpems ynep:KuBaHUA
OCHOBHOTO nvKa Ha
XpoMaTorpamMmme WCTIBITYEMOTO
pacTBopa COOTBETCTBYET BPEMEHH
YIEPXKUBAHKUA OCHOBHOIO MHKa Ha

Xpomarorpamme pacTBopa
CTaHAApTHOrO obpasua
HUMeECYIHIA.

The retention time of the main peak in
the chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution
(section Assay). / BpeMs yaep>xuBaHus
OCHOBHOI'O [MKa Ha Xpomarorpamme

UCIIBITYEMOI'O pacTBOpa JOJI2KHO
COOTBETCTBOBATh BpEMEHH
YAEP>KHUBAHHA OCHOBHOI'O IIMKa Ha
XpoMaTorpamme pacTBOpa
cTaHgapTHoro ofpa3na HUMeCyIuia
(paznen «KonuuecrseHHoe
OMpEIENICHUEY).

UV spectrophotometry / Y @-
cnexkmpoghomomempus

UV absorption spectrum of the test
solution has absorption maximum at

39745 nm. / Y®-criektp
TNIOTJIOLCHHS HCTIBITYEMOTO
pacTBopa  HMMEET  MaKCUMyM

noryotexHus npu 397+5 um.

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm. / Y®-cnektp
TNOTJIOIIEHHUS HMCIIBITYEMOTO pacTBOpa
JO/KEH UMETh MaKCHMYM TOMJIOLIEHHUS
nipu 39745 um.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: IIpoaykT cooTBeTcTBYET TpeboBanusmM HJL 3akmwouenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
ITonrorosneHo: ITposepeno: Pravesh Tpoeepeno (AOK): Amit | person/ OnobpeHo: Obecneuenue
Shagunﬁ/' Rana Kumar K%ﬂsgwmoe AnLo:
w~)

. 3 "’\/ ’ //7 9 |
Date / Date / Date/ ! Date / ( \% e
Jata: 28.06.2026 Jara: 28.06.2026 JlaTa: 28.06.2026 Jara: /1}’

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykT: Haii3s® AkTtuBrens (HUIMECYJIMA) Teilb 1JIs HAPYKHOTO npuMeHeHus, 1 %, 50 r

Market / PbiHok

: Russia / Poccust

Batch No. / . V260450 Batch Quantity / . 23424.000 units /

Cepus Ne i Pa3mep cepuu * 23424.000 ennuui
Analytical Repourt No./ . 040003471167 Date of Analysis / . 28.06.2026
AHaIMTHYECKHIi 0TyeT No JlaTa ananu3sa

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

JaTta npou3BoacTBa T'ogeH g0

Mfg. License No. /

IIpousBoacTBEHHASA : MINB/05/263 MA number: / Homep PY : JI[1-Ne(001336)-(PT"-RU)
JuueH3us Ne

Analysis performed according ND / Ananu3s nposeaex no HJ/I: JITI-Ne(001336)-(PT'-RU)-090625
Artworks of primary package approved: / MakeTb! IepBHYHOI YNaKOBKH YTBepxaeHb!: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpH4HOIi yTAKOBKH yTBep:KAeHbI: 25.10.2022

PIL approved: / UMII yrBep:xaen: 25.10.2022

Page3 of 7/ Crp.3u37

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBeTcTBHU
Macca coaep:kumMoro ¢ Tpeboranusimu 'O PO
yNaKOBKH

4. | pH . 3.18 2.5t04.5/012,5 10 4,5

5. | Viscosity / BaskocTb

928.1 centipoise /
928,1 canTunyas

400 to 1,200 centipoise /
Ot 400 no 1200 cantumnyas

6. | Impurities / IIpumecn

i. | Impurity C/
[Ipumecs C

Not detected / He oGHapy>xeHa

Not more than 0.50 % /
He 6o0ee 0,50 %

ii. | Impurity D/

Not detected / He obHapyxeHa

Not more than 0.50 % /

[Mpumecs D He 6onee 0,50 %
iii. | Any other impurity / 0.03 % Not more than 0.50 % /
JIrobas apyras npumecs He 6onee 0,50 %
iv. | Total impurities / ©0.0322% Not more than 1.50 % /
CymMa npumecei : He 6onee 1,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuyanue: [ponykT cooTBeTcTBYET TpeGoRaHUAM HJI 3akmouenne: OJIOBPEHO
| Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoaroToneHo: ITposepeHo: Pravesh Iposepeno (AOK): Amit | person/ Onobpeno: Obecneyenue
| Shagun - Rana ' Kumar Kay a/OTB{?'['CTBel;IHOQ JIMNO:
| ) ' /\ — |t |comivn
| - (/_7_[03 \l 0& .
Date / Date / Date / Date / 0
Hara: 28.06.2026 Hara: 28.06.2026 Jara: 28.06.2026 Hara: - \élb’)’b

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Haii3® AxTuBrens (HUMeCyIUA) reib Afsd HApy>KHoro npumeHenus, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V260450 Batch Quantity / . 23424.000 units /

Cepusi Ne ) Pazmep cepun * 23424.000 enununig
Analytical Repourt No./ . 040003471167 Date of Analysis / . 28.06.2026
AHannTu4ecKuii oTyeT Ne Hdata aHaanza

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

JlaTa npou3BOACTBA ToaeH 10

Mfg. License No. /

IIpousBoacTBeHHARA : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)

aunuen3us Ne

Analysis performed according ND / Ananaus nposeaex no HJI: JITT-Ne(001336)-(PT-RU)-090625

Artworks of primary package approved: / MakeTbl NepBHYHON YIaKOBKH YTBepxaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpUYHOii yNaKOBKH YTBep:kaAeHbI: 25.10.2022

PIL approved: / UMII yrBepaxaeH: 25.10.2022

Page 4 of 7/ Ctp. 4 n3 7

7. | Microbial purity* / Mukpo6uonoruyeckas Yncrora*

i. |Total Aerobic Microbial Count / NA Not more than 102 CFU/g /
O61ee YKCa0 a9pPOOHBIX MUKPO- He 6onee 102 KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more than 10'CFU/g /
mould count / OGuiee 4ucio He 6onee 10! KOE/r
JPOOKEBBIX U MIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/

OtcyrcTBue B 1 1

8. | Assay/Kosn4ecTBeHHOe ONIpee/IieHHe

Nimesulide /

10.00 mg/ 10,00 mr

9.0 mg to 11.0 mg of Ci3H12N2O5S

Humecynun (100.0 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /
Ot 9,0 mr go 11,0 Mr Ci13HiaN>OsS
(aumecynun) (ot 90,0 % m0 110,0 % ot
HOMMHAJILHOTO cojiep>kaHus) B 1 r rens
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumevanue: [IpoaykT cooTBETCTBYET TpeOoBanusiM HJJ 3akmwoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToBJIeHO: [TpoBepeHo: Pravesh ITposepeno (AOK): Amit | person/ Omobpeno: Obecneuenne
Shagun : Rana Kumar Kay a/OTBETCTBEHHOE JIUIIO:
b ¥
A (/DSW\ k
Date / Date / Date / Date / e
Jlarta: 28.06.2026 JaTa: 28.06.2026 Jara: 28.06.2026 Hara: : ) ’)%jﬂb

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IlpoaykT: Haiis® AxTuBrens (HUMECYIUA) reb A1 HAPYXKHOTO npuMeHenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V260450 Batch Quantity / . 23424.000 units /

Cepus Ne ) Pa3mep cepuu * 23424.000 enununn
Analytical Repourt No./ . 040003471167 Date of Analysis / . 28.06.2026
AnanuTuyeckHii oTuer Ne - Jarta ananusa

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

Jdara npou3BoacTBa T'ogen o

Mfg. License No. /

IIpom3BoacTBeHHas : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)
JuneH3us Ne

Analysis performed according ND / Ananu3 npoeaen no HJI: JITI-Ne(001336)-(PT"-RU)-090625
Artworks of primary package approved: / Makerbl nepBU4HO# YIIaKOBKH YTBepkAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTsl BTOPHU4HOI YNaKOBKH yTBepxaeHbI: 25.10.2022
PIL approved: / UMII yTeepaxkaen: 25.10.2022

PageSof7/Crp.5n37
9. |Dimethyl sulfoxide / 101.3 % 90% to 110% of C;HgOS (dimethyl
JumernacyabGokcH sulfoxide) of label claim /
Ot 90 % o 110 % C;HsOS
(numetmicynpdokcun) oT
HOMHWHAJIBHOTO COACP>KaHHA
10. [Package / YuakoBka 50 g in a laminated aluminum tube | 20 g, 50 g or 100 g in a laminated
equipped with tamper-evident | aluminum tube equipped with tamper-
membrane. Each tube and a patient | evident membrane. Each tube and a
information leaflet in a carton. / [1o | patient information leaflet in a carton. /
50 r B TyOy w3z namunupoBanHoro | ITo 20 r, 50 r wmu 100 r B TYyOy u3
ATOMHHHS, CHabXEHHYIO | JIAMUHUPOBAHHOTO ATOMUHUS,
MeMOpaHo# 11 KOHTPOJIS IEPBOTO | CHAOXEHHYI0 MeMOpaHOH U1 KOHTPOJIS
BekpoiTus. Kaxxnyio Ty0y BMecte ¢ | mepeoro  BekpwiTusi.  Kaxayro  TyOy
HHCTPYKIHEH MO0 MEeIULHMHCKOMY | BMECTe c HHCTPYKLHEH no
MPUMEHEHUIO MOMEILAIOT B MaukKy | MEAMLUHHCKOMY NPUMEHEHHIO
KapTOHHYIO. MOMELIAIOT B MaYKy KapTOHHYIO.
11 |Labeling / MapknpoBka Complies / CooTBeTCTBYET In accordance with the approved artwork

(see Section 1.3.2 of Module 1 of DMF).
/ B COOTBETCTBMH C YTBEPXKAEHHBIM
makeToM (cM. pazpen 1.3.2 mopyns 1
PErUCTPALMOHHOTO I0ChE).

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoayKT COOTBETCTBYET TpeboBaHusAM HJI

Conclusion : APPROVED /
Jakmouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToaroToBnexo: [TpoBepeno: Pravesh [Tpoeepeno (AOK): Amit | person / Opobpeno: ObecneueHne
Shagun Rana Kumar kauecTBa/OTBETCTBEHHOE MHLLO:
é | /\‘—/‘ ()53 40 \Coasv
Date / Date / Date/ ° - Date / (/?0 L{‘D 5
ate ate ate ate X Pa)
Jara: 28.06.2026 JaTa: 28.06.2026 JHara: 28.06.2026 Jara: \ é)qﬁ’

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s

o

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. 191 98166 56001-02

CEPTUDOUKAT AHAJIN3A W\/\/\’\/,dl’reddYS.Com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IlpoaykT: Hail3® AxTHBrejbs (HUMECYAUI) renb Ul HApYXHOTO NpUMeHeHud, 1 %, S0 r

Market / Poinox

: Russia / Poccus

Batch No. / . V260450 Batch Quantity / . 23424.000 units /

Cepus Ne i Pasmep cepuu * 23424.000 eguHuLL
Analytical Repovrt No./ . 040003471167 Date of Analysis / . 28.06.2026
AHasuTHYeCKUii oTueT No JaTta aHanmnsa

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

Jdata npousBoacTea I'open oo

Mfg. License No. /

IlpousBoncTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
auueH3us Ne

Analysis performed according ND / Ananus nposeaed no HJI; JITI-Ne(001336)-(PT-RU)-090625
Artworks of primary package approved: / MakeThl NepBHYHON YNaKOBKH yTBepKaeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOpHYHOI YIaKOBKH YTBepi#AeHbl: 25.10.2022
PIL approved: / UMII yreepaxaen: 25.10.2022
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12 | Storage / Xpanenue

Store below 25 °C. Do not freeze. / Ilpu Temnepatype He Bbie 25 °C. He
3aMOpPa’KUBAT.

13 | Shelf-life (storage period) /

Cpok rogHoCTH (XpaHEeHHs)

2 years. / 2 roaa.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*[Ioka3zaTes b MOKET OTCYTCTBOBATDH B cepTHhUKaTe aHaMM3a npoussoauTens. [lponzsoanrtens
rapaHTHpPYET KAa4eCTBO mpenapaTta mo 3THM IMMOKa3aTeJasM.

API name (INN) / HaumenoBanne AD®C

(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

Homep cepun nponspoauntes ADPC: R0
FP Manufacturer API Batch number /
Homep cepun cy6cTAHIUHE NPOU3BOAHTEIS FETA00204
T'JId: -
Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal.
API Manufactured by, address & country / Palghar, Dist. Thane, 401506, Maharashtra State, India /

Npoussoautenp APC, agpec U cTpaHa:

Aaptu Jlparc JIta., Yuactok Ne N-198, MIDC, Tapanyp, boucap,
Tan. [lanrxap, Huctpukr Txane 401506, Maxapaiurpa, Uuans

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
| IIpumeuanne: IponyxT cootBeTcTBYET TpeOoBaHuAM HJT 3akawyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToAroToRJIEHO: [TposepeHo: Pravesh [Tpoeepeno (AOK): Amit | person / Omobpeno: ObecneueHue
Shagun Rana / Kumar Ka'—l}(‘.’l‘»ﬂ OTBeTCTBeHHOme JIMLO:

v~ ’ /\n/ Stk \coning

&" £- ‘ /‘%g‘gvﬂﬂ ’
Date / Date / Date / Date / ( \ /7/9 b
JlaTta: 28.06.2026 Jara: 28.06.2026 | Jara: 28.06.2026 Hara: /LP

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® AkTHBrenb (HUMECYIUN) Telb /15l HAPYKHOTO TpuMeHeHus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V260450 Batch Quantity / . 23424.000 units /

Cepus Ne ' Pasmep cepun " 23424.000 eguHuL
Analytical Rep0“rt No./ . 040003471167 Date of Analysis / . 28.06.2026
AdanurHuyecknii oTyert Ne JarTa ananusa

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2028

JaTa npousBoacTBa T'ogen g0

Mfg. License No. /

IIpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
auueH3us Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl NepBUYHOH yNakoBKH yTBep:kaeHbl: 25,10.2022
Artworks of secondary package approved: / MakeThl BTOPHYHO{i YTAaKOBKH yTBepKAeHbI: 25,10.2022
PIL approved: / UMII yTBepxaen: 25.10.2022
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Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
\ MNB/05/263) /
J-p Pepnu’c JlabGoparopuce JIta., ITponsBoacTeeHHOE

nonpasaenenue-6, Bunnamk Kxons, Hanarapx Poyn, bannu, Conan
Juctpukr, X.I1. 173205, Uaaus (JIunensust Ne MNB/05/263)

Name, address, authorization No for FP
manufacturing site / Control site / Release site
/

HaumenoBanmue, agpec, THUEH3US A
IIpousBoacTBeHHas miomanka /

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch
of product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s)
in full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02329-
2025 dt. September 19, 2025) and requirements to the medicinal quality and with the specifications in the
Marketing Authorization dossier of the importing country. Production, packaging and testing records are verified
and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established.
3akodeHue 0 cooTBeTcTBHH: «HacTosmuM s moaTBEpIKIaK0, YTO IIPUBCICHHAS BBIIE HHOOPMAITUS SBIISIETCS
JIOCTOBEPHOHN M TOYHOM. DTa cepus MPOAYKLIUH IPOU3BECHA (BKIIOYas YIIAaKOBKY (MapKHPOBKY) H KOHTpPOJIb
Ka4yecTBa) Ha BBHIMIEYKA3aHHOW ITPOM3BOJCTBCHHON IUTOmMAAKe (TUIOIAAKax) B IIOJIHOM COOTBETCTBHM C
TpeboBanusamu [IpaBun Hapiexaineil Npou3BOACTBEHHON npakTuku EBpasuiickoro skoHoMuueckoro corosa (Ne
GMP/EAEU/RU/02329-2025 ot 19 centsaOps 2025 r.) u tpeGoBaHUsIMH KOHTPOJS KayecTBa JIEKAPCTBEHHBIX
CpENCTB, a TAK)Ke B COOTBCTCTBUH CO CHEMU(UKAIMAMHU, CONEPKAIUMECA B PETHCTPAlHOHHOM JIOChE CTPaHbI-
uMroprepa. 3alicH MO MPOU3BOJACTBY, YHAKOBKE M aHAIHW3Y IIPOBEPCHBI, U YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanuam [IpaBui HamIexXalel IPOU3BOACTBEHHOM NpakTHKH EBpasniickoro S5KOHOMHYECKOTO COI03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBaHUAM HJ[ 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarorosieHo: [IpoBepeno: Pravesh ITposepeno (AOK): Amit | person/ OgoGpeno: ObecnieueHue
Shagun = Rana Kumar KauecT, TBETCTBEHHOE JIHLLO:
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Date / Date / Date/ Date / ) u%q/b
HNara: 28.06.2026 Jara: 28.06.2026 Jata: 28.06.2026 Jara: i
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